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TABLE 14.2.1-1 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 

OF BLOOD AND/OR PLASMA BIOMARKERS OF EFFECT BY TIMEPOINT AND OVERALL 

(Page t of?) 


Timepoint 

Statistic 

Smokers 

Nan-Smokets 

P-va1ue ft 

Week 1 

N 

50 

66 

0.0012 


MEAN, GEO MEAN 

47,45 

55,53 



SD, SB 

11.7, 1.7 

14.9, 1.8 



MEDIAN 

48 

53 



MTN, MAX 

23,81 

26,96 



5%, 95% 

30,62 

34,79 


BLQ Values Included 

0 

0 


Week 3 

N 

46 

66 

0.0003 


MEAN, GEO MEAN 

46,44 

54,52 



SD, SE 

12.8,1.9 

13.7, 1.7 



MEDIAN 

44 

52 



MIN, MAX 

24,79 

31,86 



5%, 95 % 

28, 66 

33,81 


BLQ Values Included 

0 

0 


Week 6 

N 

42 

66 

0.0002 


MEAN, GEO MEAN 

45,43 

54,52 



SD, SE 

11.0,1.7 

13.0, 1.6 



MEDIAN 

45 

54 



MTN, MAX 

28,82 

29,89 



5%, 95% 

30,59 

37,78 



BLQ V alues Included 

0 

0 


Overall' 

N 

50 

66 

0.0002 


MEAN, GEO MEAN 

47,45 

54,53 



SD, SE 

11.2,1.6 

13.4,1.6 



MEDIAN 

46 

53 



MIN, MAX 

26,81 

29,85 



5%, 95% 

29,63 

35,77 



* P-value Tram wilcoxon rank-sum test. 

’ Overall values calculated by fits; averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.234 1 ) for the averages across visits within a subject thus eliminalig all BLQ values for the overall statistics. 
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TABLE 14.Z1-1 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EFFECT BY TIMEPOINT AND OVERALL 

(Page 2 of!) 


Biomarkei: HDL-Cholesletplfmmol/L) _________________ 

Timepolnt_ Statistic _____ Smoke is _______ Non-Smokers ___ P-value* 


Week 1 N 

50 

66 

00012 

MEAN, GEO MEAN 

1.21,1.18 

1.42,1.36 


SD.SE 

0.302,0.043 

0,386,0.048 


MEDIAN 

1.25 

1.36 


MIN, MAX 

0.59,2.09 

0.67,2.48 


5 %, 95 % 

078, 1.60 

088, 2.04 


BLQ Values Included 

0 

0 


Week 3 N 

46 

66 

00003 

MEAN, GEO MEAN 

1.19,1.15 

1.40,1.35 


SD,SE 

0.330, 0.049 

0.353, 0.044 


MEDIAN 

1.14 

1.33 


MIN, MAX 

0.62,2.04 

0.80,2.22 


5%, 95% 

0.72, 1.71 

0.85,2.09 


BLQ Values Included 

0 

0 


Week 6 N 

42 

66 

0.0002 

MEAN, CEO MEAN 

1.15,1.12 

1.39,1.35 


SD,SE 

0.284,0.044 

0.338, 0.042 


MEDIAN 

1.15 

1.40 


MIN. MAX 

0.72,2.12 

0.75,2.30 


5%, 95% 

0.78,1.53 

0.96,2.02 


BLQ Values Included 

0 

0 


Overall* N 

50 

66 

0.0002 

MEAN, CEO MEAN 

1.20, 1.17 

1.40, 1.36 


sd.se 

0.291,0.041 

0.346.0.043 


MEDIAN 

1.18 

1.37 


MIN. MAX 

0.66,2,08 

0.75,2.21 


5%, 95% 

0.74,1.64 

0.90,1.99 



* F-vaiue from wilcoxon rank-sum lest, 

‘ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (eg., '<1.234'will be used as '1.234/ for the averages across visits within asubject thus eliminarig all BLQ values fnr the overall statistics. 
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TABLE 14.2.1-1 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EFFECT BY TIMEPOINT AND OVERALL 

(Page 3 of?) 


Tiiuep oint 

Statistic 

Smokers 

Non-Smokers 

P-value" 

Week 1 

N 

4S 

64 

0.4837 

MEAN, GEO MEAN 

122,118 

113, 109 



SD, SE 

32.3,4.7 

29.8,3.7 



MEDIAN 

122 

110 



MIN, MAX 

35,231 

36,200 



5%, 95% 

76,175 

75. 173 


BLQ Values Included 

0 

0 


Week 3 

N 

45 

66 

0.8579 

MEAN, GEO MEAN 

115,112 

107,102 



SD, SE 

26.8,4.0 

30,4, 3.7 



MEDIAN 

116 

104 



MIN, MAX 

64,199 

36,190 



5 %, 95 % 

69,154 

60, 153 


ELQ V aiues Included 

0 

0 


Weeks 

N 

42 

66 

0.S9S0 

MEAN, GEO MEAN 

118,114 

112,107 



SD, SE 

31,1,4.8 

34.1,4.2 



MEDIAN 

114 

no 



MIN, MAX 

73, 227 

29,214 



5%, 95% 

79,160 

64,168 


BLQ Values Included 

0 

0 


Overall* 

N 

50 

66 

0.7685 

MEAN, GEO MEAN 

119,116 

111, 107 



SD, SE 

28.0, 4.0 

28.5,3.5 



MEDIAN 

119 

109 



MIN, MAX 

70,219 

52,192 



5 %, 95% 

76,167 

67,159 



1 F-vahie from wilcoxon rank-sum test. 

* Overall values calculated by first averaging .lie results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as the BLQ values were converted to the upper limit of the 
BLQ(e.g., '<1.234' will be used os '1-234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.2.1-1 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EFFECT BY TIMEPOINT AND OVERALL 

(Page 4 of?) 


Biomarker: LDL-CtofesteroUmmol/L) 


Timepoinc 

Statistic 

Smokers 

Non-Smokers 

P-valuc‘ 

Week 1 

N 

48 

64 

04837 

MEAN, GEO MEAN 

3.16,3.05 

2.91,2.81 



SD.SE 

0.835,0.121 

0.769,0.096 



MEDIAN 

3.16 

2.83 



MIN, MAX 

1.42,5.97 

1.45,5.17 



5®, 93% 

1.97, 4.53 

1.94,4.47 


BLQ Values Included 

0 

0 


Week 3 

N 

45 

66 

0.8579 

MEAN, GEO MEAN 

2.97,2.89 

2.76,2.65 



SD,SE 

0.693,0.103 

0.786,0.097 



MEDIAN 

3.00 

2.68 



MIN, MAX 

1.66,5.15 

0.93,4.91 



S%, 95% 

1.78,3.98 

1.55,3.96 


BLQ Values Included 

O 

0 


Week 6 

N 

42 

66 

0.8980 

MEAN, GBO MEAN 

3.05,2 96 

290,276 



SD.SE 

0.803,0.124 

0.852 0.109 



MEDIAN 

2.95 

2,85 



MIN, MAX 

1.89, 5.87 

0.75, 5.53 



5%, 95% 

2.04, 4.14 

1.66, 4.34 


BLQ Values Included 

0 

0 


Overall’ 

N 

50 

66 

0.7707 

MEAN. GEO MEAN 

3.08,3.00 

2.86,2.76 



SD.SE 

0.724,0.102 

0.739,0091 



MEDIAN 

3.08 

2.82 



MIN, MAX 

1.81.5.66 

1.33,4.97 



5%, 95% 

1.95,4.32 

1.73,4.12 



* P-value from wilcoxon rank-sum test. 

* Overall values calculated by first averaging the results across visits within a subject, then calculating tire descriptive statistics across subjects. Count of BLQ values docs not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as ‘1.234 1 ) for the averages across visits within a subject thus eiiminatig all BLQ values for the overall statistics. 
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TABLE 14.2.1-1 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EFFECT BY TIMEPOINT AND OVERALL 

(Page 5 of ?) 


Biomarker: Fibriaoeen (tns/dL) ___ 


Statistic 

Smokers 

Non-Smokers 

Week 1 

N 

50 

66 


MEAN, GEO MEAN 

301.298 

255,245 


SD.SE 

7S.7, 11.1 

72.4,8.9 


MEDIAN 

292 

254 


MIN, MAX 

186,573 

117,474 


5%, 95% 

210,444 

153, 383 


BLQ Values Included- 

0 

0 

Week 3 

N 

46 

66 


MEAN, GEO MEAN 

300,285 

250,238 


SD,SE 

103.0,15.2 

78.9,9.7 


MEDIAN 

300 

242 


MIN, MAX 

144, 634 

111,509 


5%, 95% 

155,483 

124, 405 


BLQ Values Included 

0 

0 

Week 6 

N 

42 

64 


MEAN, GEO MEAN 

290,280 

253,244 


SD.SE 

79.6,12.3 

63.5,7.9 


MEDIAN 

269 

243 


MIN, MAX 

153,483 

123, 394 


5%, 95% 

174,444 

146,354 


BLQ Values Included 

0 

0 

Overall’ 

N 

50 

66 


MEAN, GEO MEAN 

301,294 

252,246 


SD,SE 

71.6,10.1 

57.2,7.0 


MEDIAN 

292 

247 


MIN, MAX 

184,535 

162,399 


5%, 95% 

203,444 

169,359 


P-value' 


0.00CG 


0.0062 


0.0001 


0.0000 


‘ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234’ will be used as '1.234') for tlje averages across visits within a subject thus climinatig till BLQ values for the overall statistics. 
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TABLE 14.2.1- 



1 


STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EFFECT BY TIMEPOINT AND OVERALL 

(Page 6 of?) 





Smokers 

Non-Smokeis 

Week 1 

N 

50 

66 

MEAN. RED MEAN 

3.07,2.98 

2.55,2.45 


SD.SE 

0.787,0.111 

0.724,0.089 


MEDIAN 

2.92 

2.54 


MIN, MAX 

1.86,5.73 

1.17,4.74 


5 %, 95% 

2.10, 4.44 

1.53,3.83 

BLQ Values Included 

0 

0 

Week 3 

N 

46 

66 

MEAN. GEO MEAN 

3.00,2.85 

260,2.38 


SD.SE 

1.030,0.152 

0.789,0.097 


MEDIAN 

3.00 

2.42 


MIN, MAX 

1.44,6.34 

1.11,5.09 


5%, 95% 

1.55,4.S3 

1.24. 4.05 

BLQ Values In chided 

0 

0 

Week 6 

N 

42 

64 

MEAN. GEO MEAN 

2.90, 2,80 

2.53,2.44 


SD.SE 

0.796,0.123 

0.635,0.079 


MEDIAN 

2.69 

2.43 


MIN, MAX 

1.53, 4.83 

1.23,3.94 


5%, 95% 

1.74.4.44 

1.46,3.54 

BLQ Values Included 

0 

0 

Overall’ 

N 

50 

66 


MEAN, UEO MEAN 

3.01,2.94 

2.52, 2.46 


SD,SE 

0.716,0,101 

0.572, 0.070 


MEDIAN 

2.92 

2.47 


MIN, MAX 

1.84,5.35 

1.62,3.99 


5%, 9596 

2.03,4.44 

1.69,3.59 


P-value 6 


0.0000 


0.0062 


0.0001 


0.0000 


4 Overall values calculated by first averaging the results across visits withiu a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.234 1 ) for the averages across visits witliin a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.2.1- 



1 


STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EFFECT BY T1MEP0JNT AND OVERALL 


(Page 7 of?) 


R lorn arkeit C-Re active Protein fm c/dL) ___-->— - 

Timepomt 

Statistic 

Smokers 

Non-Smokers 

P-value 

Week 1 

N 

so 

66 

0.0000 

MEAN, OEO MEAN 

0.407,0.187 

0.305,0.124 



SD.SE 

0.5268,0.0745 

0.7125,0.0877 



MEDIAN 

0.190 

0.121 



MIN, MAX 

0.020,2.790 

0.020,5.500 



5%, 95 % 

0020,1.350 

0.021 0.920 


BLQ Values Included 

4 

2 


Week 3 

N 

46 

66 

0.0001 

MEAN. GEO MEAN 

0.408, 0,181 

0.219,0.! 10 



SD.SE 

0.5164,0.0761 

0,3584,0.0441 



MEDIAN 

0.236 

0.103 



MIN, MAX 

0.020,1.900 

0.020,1200 



59fc, 95 % 

0020,1.630 

0.027,0.889 


BLQ Values Included 

5 

2 


Week 6 

N 

42 

66 

0.0003 

MEAN. GEO MEAN 

0.424,0.195 

0,316,0.123 



5D,SE 

0.5421,0.0836 

0.6368,0.0784 



MEDIAN 

0.250 

0.108 



MIN, MAX 

0.020, 2.480 

0.020.3.560 



5 %, 95 % 

0.020,1.500 

0.022,1.590 


BLQ Values Included 

4 

2 


Overall* 

N 

50 

66 

0.0005 

MEAN, GEO MEAN 

0.413,0.211 

0.280,0.135 



SD.SE 

0.4583,0.0648 

0.4363, 0.0537 



MEDIAN 

0.271 

0.121 



MIN, MAX 

0.020,1300 

0.024,1267 



5 %. 959b 

0.020,1.277 

0.028,1.093 



1 P-value from wilconon rank-sum test. . , , 

' Overall values calculated by fust averaging the results across visits within a subject, tlten calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as the BLQ values were convened to the upper limit of the 
BLQ (e.g., '<1.234'will be used as T.234) forrite averages across visits within a subject thin eliminatig all BLQ values forthe overall statistics. 
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TABLE 14.2.1-1 


Biotnarkei: C-Reactive Protein (ttidh) 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 

OF BLOOD AND/OR PLASMA BIOMARKERS OF EFFECT BY TIMEPOINT AND OVERALL 

(Page S of?) 


Tiracpoint 

Statistic 

Smokers 

Non-Smokers 

P-value‘ 

Week! 

N 

50 

66 

0.0000 

MEAN, GEO MEAN 

4.07, 1.87 

3.05, L24 



SD, SE 

5.268,0.745 

7.125,0.877 



MEDIAN 

1.90 

1.21 



MIN, MAX 

020,27.90 

0.20,55.00 



5%, 95% 

020,13.50 

022,9.20 


BLQ Values Included 

4 

2 


Week 3 

N 

46 

66 

0,0001 

MEAN, GEO MEAN 

4.08,1.81 

2,19,1.10 



SD, SE 

5.164,0.761 

3.584,0.441 



MEDIAN 

2.36 

1.03 



MIN, MAX 

0.20,19.00 

0.20,22.00 



5%, 95% 

0.20,16.30 

0.27, 8.89 


BLQ Values Included 

5 

2 


Week 6 

N 

42 

66 

0.0003 

MEAN, GEO MEAN 

4.24,1.95 

3.16,1.23 



SD, SE 

5.421,0.836 

6.368,0.784 



MEDIAN 

2.50 

1,08 



MTN, MAX 

020,24.80 

020,35.60 



5%, 95% 

0.20,15.00 

0.22 15.90 


BLQ Values Included 

4 

2 


Overall' 

N 

50 

66 

0.0005 

MEAN, GEO MEAN 

4.13,2.11 

2.80,1.35 



SD, SE 

4.583,0.648 

4.363.0.537 



MEDIAN 

2.71 

1.21 



MIN, MAX 

0.20,23.00 

0.24, 2167 



5%, 95% 

0.20,1277 

0.28,10.93 



■ P-value from wilcoxon rank-sum test. 

■ Overall values calculated by fust averaging the results across visits within a subject, then calculating (lie descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14J2.1-1 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EFFECT BY TIMEPOINT AND OVERALL 

(Page 9 of?) 


Biomarken MalondialdejiydcOimoVL) _ 

Timcpoiut Statistic _____ Smokers 


Non-Smokers 


P-value* 


Week 1 N 

50 

66 

0.0435 

MEAN, GEO MEAN 

0.51,0.49 

0.45,0.44 


SD,SE 

0.130,0.018 

0.075,0.009 


MEDIAN 

0.45 

040 


MIN, MAX 

0.40,0.88 

0.40,0.75 


5%, 95% 

0.40,0.79 

0.40,0.60 


BLQ V alues Included 

18 

33 


Week 3 N 

46 

66 

0.1653 

MEAN, GEO MEAN 

0.54,0.52 

0.46,0.46 


SD.SE 

0.125,0.018 

0.083,0.010 


MEDIAN 

0.50 

0.43 


MIN, MAX 

0.40,0.79 

0.40,0.72 


5%, 95% 

0.40,0.79 

0.40,0.65 


BLQ Values Included 

13 

27 


Week 6 N 

42 

66 

0.0000 

MEAN, GEO MEAN 

0.43,0.43 

0.51,0.49 


SD, SE 

0.080,0.012 

0.131,0.016 


MEDIAN 

0.40 

0.44 


MIN, MAX 

0.40, 0.72 

0.40,0.88 


5%. 95% 

0.40,0.63 

0.40.0.75 


BLQ Values Included 

29 

30 


Overall* N 

50 

66 

0.0000 

MEAN, GEO MEAN 

0.50,0.49 

0.47,0.47 


SD, SE 

0098,0.014 

0.06ft (1007 


MEDIAN 

0.48 

0.47 


MIN, MAX 

0.40,0.84 

0.40,0.61 


5%, 95% 

04Q, ft 67 

040, ft 59 



* p-value from wilcoxon rank-sum test. 

' Overall values calculated by first averaging tire results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit ofthe 
BLQ (e.g.,'<1.234' will be used as '1.23+) for the averages across visits within a subject thus elirainatig all BLQ values for the. overall statistics. 
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